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after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 
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5) D Claim(s) is/are allowed. 

6) |EI Claim(s) 17-23 and 26-40 is/are rejected. 
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1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
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DETAILED ACTION 

This detailed action is in regards to United States Patent Application 10/629,048 
filed on 07/14/2009 and is a first action based on the merits of the application. 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
7/14/2009 has been entered. 

Claims 1-16 have been canceled. Claims 17 and 20 have been amended. 
Claims 31-40 are new. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 
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Claims 17-23 and 26-40 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Regarding claim 17, the claim recites the limitation of the chamber comprising a 
volume of less than 1 .2 millimeters, and it is unclear how a volume is defined by a linear 
dimension. 

The claim further recites the device comprising "a plurality of controllable tissue 
sampling devices" and in line 13 further recites "contacting a sampling device". It is 
unclear whether the "a sampling device" is in reference to one of the plurality of 
controllable tissue sampling device or an additional sampling device. 

Furthermore, the scope of the claim cannot be determined because the 
relationship between the plurality of sampling device and the isolated chamber is 
unclear, because it is unclear whether there are multiple chambers or a single chamber 
and the chamber(s) is association with "a plurality of controllable tissue sampling 
devices" and in line further recites "contacting a sampling device". The claim recites 
each of said sampling devices comprising an isolated chamber. It is unclear whether 
each chamber shares an (single) isolated chamber or whether each sample chamber 
comprises an (individual corresponding) isolated chamber. 

Regarding claim 20, the scope of the claim cannot be determined because the 
relationship between the plurality of sampling device and the isolated chamber is 
unclear, because it is unclear whether there are multiple chambers or a single chamber 
and the chamber(s) is association with "a plurality of controllable tissue sampling 
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devices" and in line further recites "contacting a sampling device". The claim recites 
each of said sampling devices comprising an isolated chamber. It is unclear whether 
each chamber shares an (single) isolated chamber or whether each sample chamber 
comprises an (individual corresponding) isolated chamber. 

The claim further recites the device comprising "each sampling device 
comprising an isolated chamber" and in line 1 1 further recites "a local chamber". It is 
unclear whether the "a local chamber " is in reference to the previously recited sample 
chamber or one of a plurality of initial corresponding isolated chamber. 

Claim 21 recites the limitation "the extracting device" in claim 20. There is 
insufficient antecedent basis for this limitation in the claim. 

Should the Applicant have any questions regarding the above rejections the, 
Applicant is invited to contact the Examiner at the contact information below to request 
an interview to discuss suggestions to find an acceptable conclusion of the prosecution 
for all parties. 

Claim Objections 

Claim 27 is objected to because of the following informalities: Claim 27 is an 
improper dependent claim because it is dependent upon canceled claim 1 . Appropriate 
correction is required. Claim 27 will be interpreted as being dependent upon claim 20. 

Claim 17 is objected to because of the following informalities: Claim 17 recites 
"contacting a sampling device with deployment signal, said signal...," with deployment 
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signal" should be replaced with, "with a deployment signal." Appropriate correction is 
required. 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 



This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
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consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 



Claims 17-19, 28, 33 and 35 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over McGuckin, Jr (US 6,280,450 B1) in view of Kieturakis (US 
6,794,626). 

Regarding claim 17, McGuckin teaches method of extracting multiple tissue 
samples from a subject, comprising inserting into the a volume of a tissue (see Figures 
5-10) an instrument comprising a sharp distal end (65, see Figure 1 and, 205) and a 
plurality of controllable tissue sampling devices (206, cutting blades 50) each of said 
devices being located in a different position in an array along a longitudinal axis of a 
housing (each of the sampling devices extend along the axis of the device and are 
arranged in a circular array around the longitudinal axis, see Figures 1-5), each of said 
sampling devices comprising an isolated chamber (a membrane 30 is positioned 
between the shaft 20 and a tubular recovery sheath 25), the volume of said isolated 
chamber being less than 1 .2 millimeters (the inner surface of the membrane slidingly 
facingly contacts the outer surface of the shaft 20 prior to deployment, see Column 6, 
Lines 5-10); contacting a sampling device with deployment signal, said signal being 
selected from the group consisting of an electrical, optical, pneumatic, hydraulic, RF- 
transmitted, inductive, magnetic, thermal or sonic signal, said signal causing an opening 
of said chamber (relative movement of the tubular member 20 causes the flexible 
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blades 55 to expand during which an electrical signal is applied, see Column 6, Line 60 
through column 7, line 13) removing tissue samples from an anatomical locations at 
varying depths within said tissue and sealing said chamber (the membrane encloses 
tissue samples from varying depths which are severed as the cutting blades expand, 
creating an enclosed space). 

McGuckin fails to teach the expansion of the sampling elements resusing from a 
deployment signal being selected from the group consisting of an electrical, optical, 
pneumatic, hydraulic, RF- transmitted, inductive, magnetic, thermal or sonic signal. 

Kieturakis teaches a biopsy apparatus wherein a hydraulic sources applies a 
pneumatic/hydraulic signal to deploy the cutting elements, see at least Columns 6 and 7 
and Figures 9 and 10. 

Therefore, it would have been obvious to a person of ordinary skill in the art at 
the time of the invention to modify the method taught by McGuckin to include 
pneumatic/hydraulic actuator as taught by Kieturakis in order to move the cutting 
member expansion member. 

Regarding claim 18, McGuckin further teaches the method, wherein said 
sampling devices are deployed simultaneously (see Figure 4). 

Regarding claim 19, McGuckin further teaches the method, wherein each of 
said sampling devices is deployed temporally (see column 6, Lines 25-53, the device is 
also removed from the patient after tissue collection). 

Regarding claim 28, McGuckin further teaches the method, wherein the volume 
of said isolated chamber is selected from the group consisting of 0.005, 0.01 , 0.05, 0.1 , 



Application/Control Number: 10/629,048 Page 8 

Art Unit: 3736 

0.5, and 0.75 cubic millimeters (the membrane's inner surface is in contact with the 
outer wall of the shaft 20). 

Regarding claims 33 and 35, McGuckin further teaches the method, wherein 
said tissue comprises a diseased area/a tumor (subcutaneous abnormal tissue, breast 
tissue lesion, see background sections). 

Claims 20, 21 , 27, 34 and 36 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over McGuckin, Jr (US 6,280,450 B1) in view of Hogendijk et al. (US 
6,695,787 B2). 

Regarding claims 20 and 21, McGuckin teaches method of extracting multiple 
tissue samples from a subject, comprising inserting into the a volume of a tissue (see 
Figures 5-10) an instrument comprising a sharp distal end (65, see Figure 1 and, 205) 
and a plurality of controllable tissue sampling devices (206, cutting blades 50) each of 
said devices being located in a different position in an array along a longitudinal axis of 
a housing (each of the sampling devices extend along the axis of the device and are 
arranged in a circular array around the longitudinal axis, see Figures 1-5), each of said 
sampling devices comprising an isolated chamber (a membrane 30 is positioned 
between the shaft 20 and a tubular recovery sheath 25), the volume of said isolated 
chamber being less than 1 .2 milliliters (the inner surface of the membrane slidingly 
facingly contacts the outer surface of the shaft 20 prior to deployment, see Column 6, 
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Lines 5-10); heating the plurality of sampling devices by passing electrical current, such 
that a mechanical portion of the sampling devices collects samples from varying depths 
within said tissue and retains the samples (relative movement of the tubular member 20 
causes the flexible blades 55 to expand during which an electrical signal is applied for 
cauterization resulting in heading, see Column 6, Line 60 through column 7, line 13) 
removing tissue samples from an anatomical locations at varying depths within said 
tissue and sealing said chamber (the membrane encloses tissue samples from varying 
depths which are severed as the cutting blades expand, creating an enclosed space), 
removing the instrument from the subject (the device is removed at the end of the 
procedure). 

Hogendijk teaches a method of inserting an expandable medical device into the 
body wherein heating causing actuation of a mechanical portion of the expandable 
elements, see Column 5, Lines 22-35. 

Therefore, it would have been obvious to a person of ordinary skill in the art at 
the time of the invention to modify the method taught by McGuckin to include Nitinol 
expandable elements as taught by Hogendijk in order to provide shape memory 
material that achieves a predetermined shape when placed in an expanded 
configuration allowing different excise volumes. 

Regarding claim 27, McGuckin further teaches the method, wherein the volume 
of said isolated chamber is selected from the group consisting of 0.005, 0.01 , 0.05, 0.1 , 
0.5, and 0.75 cubic millimeters (the membrane's inner surface is in contact with the 
outer wall of the shaft 20). 
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Regarding claims 34 and 36, McGuckin further teaches the method, wherein 
said tissue comprises a diseased area/a tumor (subcutaneous abnormal tissue, breast 
tissue lesion, see background sections). 



Response to Arguments 

Applicant's arguments with respect to claims 17-40 have been considered but are 
moot in view of the new ground(s) of rejection. 

Again as stated above the Applicant is invited to contact the Examiner at the 
contact information below to request an interview to discuss suggestions to find an 
acceptable conclusion of the prosecution for all parties. 

Contact Info 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MICHAEL C. STOUT whose telephone number is 
(571)270-5045. The examiner can normally be reached on M-F 7:30-5:00 Alternate 
(Fridays). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on 571-272-4726. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/M.C.S./ 

Examiner, Art Unit 3736 
/Max Hindenburg/ 

Supervisory Patent Examiner, Art Unit 3736 



